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§862.1485 Luteinizing hormone test
system.

(a) Identification. A luteinizing hor-
mone test system is a device intended
to measure luteinizing hormone in
serum and urine. Luteinizing hormone
measurements are used in the diag-
nosis and treatment of gonadal dys-
function.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §862.9.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2307, Jan. 14, 2000]

§862.1490 Lysozyme (muramidase) test
system.

(a) Identification. A lysozyme
(muramidase) test system is a device
intended to measure the activity of the
bacteriolytic enzyme lysozyme
(muramidase) in serum, plasma, leu-
kocytes, and urine. Lysozyme measure-
ments are used in the diagnosis and
treatment of monocytic leukemia and
kidney disease.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §862.9.

[62 FR 16122, May 1, 1987, as amended at 53
FR 21449, June 8, 1988; 66 FR 38788, July 25,
2001]

§862.1495 Magnesium test system.

(a) Identification. A magnesium test
system is a device intended to measure
magnesium levels in serum and plas-
ma. Magnesium measurements are used
in the diagnosis and treatment of
hypomagnesemia (abnormally low plas-
ma levels of magnesium) and
hypermagnesemia (abnormally high
plasma levels of magnesium).

(b) Classification. Class 1.

§862.1500 Malic dehydrogenase test
system.

(a) Identification. A malic dehydro-
genase test system is a device that is
intended to measure the activity of the
enzyme malic dehydrogenase in serum
and plasma. Malic dehydrogenase
measurements are used in the diag-
nosis and treatment of muscle and

§862.1510

liver diseases, myocardial infarctions,
cancer, and blood disorders such as
myelogenous (produced in the bone
marrow) leukemia.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §862.9.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2307, Jan. 14, 2000]

§862.1505 Mucopolysaccharides (non-
quantitative) test system.

(a) Identification. A
mucopolysaccharides (nonquantitative)
test system is a device intended to
measure the levels of
mucopolysaccharides in urine.
Mucopolysaccharide measurements in
urine are used in the diagnosis and
treatment of various inheritable dis-
orders that affect bone and connective
tissues, such as Hurler’s, Hunter’s,
Sanfilippo’s, Scheie’s Morquio’s and
Maroteaux-Lamy syndromes.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §862.9.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2307, Jan. 14, 2000]

§862.1509 Methylmalonic acid (non-
quantitative) test system.

(a) Identification. A methylmalonic
acid (nonquantitative) test system is a
device intended to identify
methylmalonic acid in urine. The iden-
tification of methylmalonic acid in
urine is used in the diagnosis and
treatment of methylmalonic aciduria,
a heritable metabolic disorder which, if
untreated, may cause mental retarda-
tion.

(b) Classification. Class II.

§862.1510 Nitrite
test system.

(a) Identification. A nitrite (non-
quantitative) test system is a device
intended to identify nitrite in urine.
Nitrite identification is used in the di-
agnosis and treatment of uninary tract
infection of bacterial origin.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in

(nonquantitative)
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